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Summary Prepared on January 6th, 2006

Trade Name: Sonic Palpometer

Common Name: palpometer

Classification Name: Miniature pressure transducer (per 21 CFR 890.1615)

Although there is no legally marketed predicate device for the Palpometer (as stated in the 513(g)
device classification letter-, reference: C030037, See Appendix B) these are devices in the same
product code to which we are claiming some level of equivalence:

Decision Device website
Date information

Cleveland Medical 10/30/199 http:/wwcevemedPressore Monitor Dleviel Medsical K/954670 Drhe
Devices, Inc. 5 pm/index.html

http:/www. novelde/p
df/12ver/enp/as enp.p

novel electronics, 09/17/199 dfmicro-emed-system in.K902967 0 =Nw nvldlinc. 0 hffP:iwww.novel.de/p

dflfiver/enp/emed en
q ver2.pdf

http://www.dynatronic
scomrnchronicpain/dy

Dynatron 2000 Dynatronics Corp. K880912 03/15/198 natrn
8

httpiww.mdail.cal
'dynatron"

emed-f-system novel gmbh K871690 05l1l19 r/eno enoenK871 6 9 0 df/fyedeq/sen~
df

ZEUS MicroWrist Intuitive Surgical Approved http://wwintuitivesu
Surgical System * Inc., Computer Class 3

Motion device



PALPOMETER SYSTEMS INC
PO Box 3075 STN CSC
R Hut McKenzie Avenue

Victoria, BC, Canada VAW 3W2
Telephone: 250.472.4321

Fax: 250.472.4321
Email: info@palpometer. net

1+Website: www.palpometer.net
* The ZEUS MicroWrist Surgical System is not in the same Product Code as the Palpometer,
however it uses the same Interlink FSR pressure sensor.

Description:
The Palpometer is a simple device that combines the fine motor and sensory attributes of manual
examination with the precision measurements made with pressure gauges. By measuring the
amount of pressure between the device and a soft tissue, the Palpometer standardizes pain
response by controlling the pressure of the examiners palpating finger. The Palpometer consists
of a thin sensor, positioned on the palpating portion of the examiners finger. The sensor changes
its electrical resistance caused by varying the pressure exercised by the examining finger. The
Palpometer beeps in a different tone as you pass through each programmable pressure threshold
(of which there are five).

Intended Use:
The intended use of the Palpometer is to assess patient sensitivity to tactile stimulus by providing
quantification of fingertip pressure, for tactile response procedures and treatments that use digital
palpation.

Technological Characteristics:
The technological characteristics of the Palpometer are equivalent to several different devices.
Like the Pressore Monitor, the Palpometer is a battery operated device that measures the amount
of pressure between the device and soft tissue. The Palpometer uses a commercially available
pressure sensor that converts mechanical inputs to analog signals similar to the Micro-emed-
systems by novel electronics Inc. This sensor is the same one that is used in sensitive devices
such as electronic infusion pumps, robotic controlled surgical systems (the Zeus MicroWrst
Surgical System) and radiotherapy equipment to measure applied pressure. A programmed
microprocessor, resistors, capacitors, reed switch, and piezoelectric speaker make up the other
components. The level of pressure is indicated by the speaker that beeps at different tones
depending upon the amount of pressure applied. The components are sealed inside a solid
aluminum casing. The Palpometer is held in place on the finger by a Velcro strap.

Substantial Equivalence Data:
As there is no legally marketed predicate device (513(g) C030037, See Appendix B) a summary
of the data and conclusions drawn from comparing the Palpometer to conventional means of pain
measurement is included in the attached table.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
MAR .1 6 /11Db 9200 Corporate Boulevard

Rockville MD 20860

Palpometer Systems, Inc. -
d/o Intertek Testing Services
Mr. Daniel W. Lehtonen
Staff Engineer - Medical Devices
70 Codmnan Hill Road
Boxborough, Massachusetts 0 1719

Re: K060125
Trade/Device Name: Sonic Palpometer
Regulation Number: 21 CER 890.1615
Regulation Name: Miniature pressure transducer
Regulatory Class: I
Product Code: IKE
Dated: March 2, 2006
Received: March 3, 2006

Dear Ms. Lehtonen:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration.

If your device is classified (see above) into either class LI (Special Controls) or class Ill (PMA), it

may be subject to such additional controls. Existing major regulations affecting your device can

be found in the Code of Federal Regulations~,Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Reizister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CUR Part 80 1); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)

premarket notification. The FDA finding of substantial equivalence of your device to a legally

marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain

other general information on your responsibilities under the Act from the Division of Small

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

MarknN. M e 'r ~

Acting Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

Indications for Use

510(k) Number (if known): K060125

Device Name: Sonic Palpometer

Indications for Use:

The intended use of the Sonic Palpometer is to assess patient sensitivity to tactile stimulus by
providing quantification of fingertip pressure, for tactile response procedures and treatments that
use digital palpation.

Prescription Use __A_/ Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER

PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sigh-Oft)
Division of General, Restorative,
and Neurological Devices

510(k) Number_________


